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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 23-27, 30, 31 , 34, 35, 40-47, 52, 53 62-75, 80, 81, 90-95 and 102-104 are 
rejected under 35 U.S.C. 102(b) as being anticipated by US 4,739,755 to White et al. 

3. As to claim 23, White teaches a nasal mask cushion comprising a substantially 
triangular-shaped frame 18 having a rim to surround at least a portion of the wearer's 
nose (see Fig. 4-5); a membrane 12 of resilient material, the membrane being relatively 
more flexible than the frame (col. 3, lines 43-55) and being of the same generally shape 
as the rim and fixed to and extending away from the frame so as to have an outer 
surface spaced from the rim (Fig. 4), a portion of the outer surface forming a face 
contacting seal portion (Fig. 4); a nose receiving cavity bounded by the frame and the 
membrane (Figs. 1 and 5); wherein the face contacting seal portion is generally 
coterminous with respect to the rim and resiliency deformable towards the rim in use of 
the cushion (see Fig. 4); and wherein the membrane has a radius of curvature oriented 
towards the nose-receiving cavity (as exemplified in Fig. 1a, the membrane 12 has 
curves inward). 
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4. As to claim 24, White teaches the membrane and the rime having a co-located 
notch to accommodate the bridge of the nose (Figs. 1 and 5). 

5. As to claims 25 and 27, White teaches the membrane shaped so that the seal 
portion contacts the user's nose (Fig. 4). 

6. As to claim 26, White teaches the membrane and the rim as substantially saddle 
shaped (Fig. 5). 

7. As to claim 30, White teaches only the membrane contacting the user's face in 
use (Fig. 4). 

8. As to claim 31 , White teaches only a single seal (Fig. 4). 

9. As to claim 34, White teaches a nasal mask cushion assembly comprising a 
generally triangularly shaped frame 18 of resilient material, the frame including a first 
side adapted to contact a mask body of the nasal mask (Fig. 4), a second side opposite 
the first side, an aperture extending from the first side to the second side (Figs 1 A-1 D), 
a rim on the second side extending around at least a portion of the perimeter of the 
aperture, and a notch in the rim in a region adapted to receive the bridge of the wearer's 
nose (Fig. 1 and 5); and a generally triangularly shaped membrane 12 of resilient 
material, the membrane including an aperture adapted to receive the wearer's nose 
(Fig. 5), an edge defining the perimeter of the aperture, a notch in a region adapted to 
receive the bridge of the wearer's nose (Fig. 5), a first surface including a seal forming 
portion disposed around the perimeter of the aperture adapted to deform and form a 
seal over a portion of the wearer's face in a region between the base of the nose and 
the upper the sides and over the bridge of the wearer's nose when the mask in use 
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(Figs. 4 and 5), a second surface opposite the first surface that surrounds and is spaced 
a first distance from the rim of the frame in at least the region adapted to receive the 
bridge of the wearer's nose when the mask is in use (Fig. 4), wherein the membrane is 
more flexible than the frame (col. 3, lines 43-55). 

10. As to claim 35, White teaches the frame and the membrane formed in a single 
piece (Fig. 4). 

11. As to claims 40, 62, 68 and 90, White teaches a nasal mask cushion comprising: 
a nasal bridge region, a cheek region and a lip region (Figs 1 and 4); a first membrane 
18 comprising a frame of resilient material having a side wall and first molded inwardly 
curved rim extending from the side wall (Fig. 4), said frame having a front portion with 
an edge molded to a mask body (Fig. 4); and a saddle shaped second membrane 12 of 
resilient material, the second membrane having a second molded inwardly curved rim 
(Fig. 4), the second membrane curved rim spaced a distance from the first molded 
inwardly curved rim (Figs. 1 A-1 D), the distance being greater than a thickness of the 
first molded inwardly curved rim (Figs. 1A-1D), the distance measured when the mask is 
not in use, a portion of the second membrane curved rim forming a face contacting seal 
(Fig. 4); wherein the second membrane curved rim is spaced sufficient distance from 
the first membrane curved rim such that under a normal tightening force of the mask to 
the wearer's face, at least a portion of the second membrane curved rim remains 
spaced from the first membrane curved rim (Fig. 4); and wherein the second molded 
inwardly curved rim has a curvature oriented to present a generally convex sealing 
surface to the wearer's face in use (Fig. 1a, see 12). 
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12. As to claims 41 , 63, 69 and 91 , White teaches the second membrane being 
conformable to various facial structures due to its flexibility (col. 3, lines 43-55). 

1 3. As to claims 42, 43, 64, 65, 70, 71 , 92 and 93, White teaches the maximum 
deformation of the second membrane being defined by the first membrane and wherein 
the maximum deformation position is not reached under normal tightening force of the 
mask to the wearer's face. It is inherent that the location of the first membrane will 
define how far the second membrane can deform. 

14. As to claims 44, 66, 72 and 94, White teaches the first and second membrane 
formed as a one-piece unite (Fig. 4). 

15. As to claims 45, 67, 73 and 95, White teaches the first membrane is thicker than 
the second membrane (col. 3, lines 43-55). 

16. As to claims 46 and 74, White teaches a nasal mask comprising a mask body; a 
nasal cushion including a nasal bridge region, a cheek region and a lip region (Figs. 1 
and 4); a substantially triangularly-shaped first membrane 18 of resilient material having 
a first molded inwardly curved rim; and a saddle-shaped second membrane 12 also of 
resilient material, the second membrane having a second molded inwardly curved rim 
(Fig. 4), the second molded rim being fixed to and extending away from the first 
membrane so as to have second membrane inner surface spaced a distance from an 
outer surface of the first molded rim (Figs. 1 A-1 D and 4), the distance greater than a 
thickness of the first molded inwardly curved rim (Figs 1 A-1 D), the first distance 
measured when the mask is not in use, a portion of the second molded rim forming a 
face contacting seal (Fig. 4); wherein the seal portion is substantially coterminous with 
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respect to the second molded rim and is resiliently deformable towards the first 
membrane in use of the mask (Fig. 4); and wherein the first and second molded 
inwardly curved rims are curved generally towards the nose-receiving cavity (Fig. 1a). 

17. As to claims 47 and 75, White teaches an arm (yoke) having an oblong slot 
(openings) to receive a strap (col. 5, lines 6-16). 

18. As to claims 52 and 80, White teaches the first and second membrane formed as 
a one-piece unite (Fig. 4). 

1 9. As to claims 53 and 81 , White teaches the first membrane being thicker than the 
second membrane (Fig. 4). 

20. As to claim 102, White teaches a mask body having a plurality of vent openings 
8. 

21 . As to claims 103 and 104, White teaches the frame interengaging with the mask 
body, with the edge being non-planar and including a nasal bridge (Fig. 4). 

Claim Rejections - 35 USC § 103 

22. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

23. Claims 28, 29, 48-51 and 76-79 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over White et al. in view of US 5,243,971 to Sullivan et al. 
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24. As to claims 28 and 29, White is silent with regards to the nasal cushion 
contacting the facial tissue between the base of the nose and the top lip. Sullivan 
teaches a nasal cushion having a sealing portion contacting the facial tissue around the 
sides and over the bridge of the nose, and between the base of the nose and the top lip. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the mask of White to only cover a user's nose, since 
nasal masks are well known in the art and more suitable for other applications like 
CPAP. 

25. As to claims 48 and 76, White is silent with regard to a pad mounted on the arm 
and centered above the nasal bridge region of the mask. Sullivan teaches a nasal 
mask having an arm including a pad located above the nasal bridge region of the mask. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the arm of White to that of Sullivan since the arm of 
Sullivan stabilizes the nasal mask against the forehead of the user. 

26. As to claims 49-51 and 77-79, White teaches the second membrane conformable 
to various facial structures with minimum force (col. 3, lines 43-52) and wherein 
maximum deformation of the second membrane being defined by the first membrane 
and wherein the maximum deformation position is not reached under normal tightening 
force of the mask to the wearer's face. It is inherent that the location of the first 
membrane will define how far the second membrane can deform. 
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27. Claims 54, 55, 60, 61 , 82, 83, 88, 89 100 and 101 are rejected under 35 
U.S.C. 103(a) as being unpatentable over US 5,148,802 to Sanders et al. and in view of 
US 4,739,755 to White et al. 

28. As to claims 54 and 82, Sanders teaches all the limitations of the claim except for 
the nasal mask cushion having a first membrane of resilient material having a first 
membrane having a first molded inwardly curved rim; and a saddle-shaped second 
membrane having a second membrane being fixed to and extending away from the first 
membrane so as to have an inner surface spaced a distance from the first molded rim, 
the distance greater than a thickness of the first inwardly curved rim, the distance 
measured when the mask is not in use, a portion of the second molded rim forming a 
face contacting seal; wherein the seal portion is generally coterminous with respect to 
the second molded rim and is resiliently deformable towards the first membrane in use 
of the mask. 

White teaches a nasal mask comprising a mask body; a nasal cushion including 
a nasal bridge region, a cheek region and a lip region (Figs. 1 and 4); a first membrane 
18 of resilient material having a first molded inwardly curved rim; and a saddle-shaped 
second membrane 12 also of resilient material, the second membrane having a second 
molded inwardly curved rim (Fig. 4), the second molded rim being fixed to and 
extending away from the first membrane so as to have second membrane inner surface 
spaced a distance from an outer surface of the first molded rim (Figs. 1A-1D and 4), the 
distance greater than a thickness of the first molded inwardly curved rim (Figs 1 A-1 D), 
the first distance measured when the mask is not in use, a portion of the second molded 
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rim forming a face contacting seal (Fig. 4); wherein the seal portion is substantially 
coterminous with respect to the second molded rim and is resiliently deformable 
towards the first membrane in use of the mask (Fig. 4); and wherein the seal portion 
fully covers the first molded inwardly curved rim so that the second inwardly curved rim 
is positioned to provide the only seal with the wearer's face, in use (the second rim can 
provide the only seal depending on the pressure applied to hold the mask on the user's 
face). 

Therefore, it would have been obvious to one of ordinary skill in the art to modify 
the mask of Sanders to include the cushion and seal of White because it would have 
provided a more comfortable and leak-proof mask for the wearer, as disclosed by 
White. 

29. As to claims 55 and 83, White teaches an arm (yoke) having an oblong slot 
(openings) to receive a strap (col. 5, lines 6-16). 

30. As to claims 60, 61 , 88 and 89, White teaches the first and second membrane 
formed as a one-piece unit (Fig. 4) and wherein the first membrane is thicker than the 
second membrane. 

31 . As to claim 1 00, White teaches a plurality of vent openings 8. 

32. As to claim 1 01 , White teaches the frame interengaging with the mask body, with 
the edge being non-planar and including a nasal bridge (Fig. 4). 
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33. Claims 56-59 and 84-87 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sanders et al./White et al., and in further view of US 5,243,971 to 
Sullivan et al. 

34. As to claims 56 and 84, White is silent with regard to a pad mounted on the arm 
and centered above the nasal bridge region of the mask. Sullivan teaches a nasal 
mask having an arm including a pad located above the nasal bridge region of the mask. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the arm of White to that of Sullivan since the arm of 
Sullivan stabilizes the nasal mask against the forehead of the user. 

35. As to claims 57-59 and 85-87, White teaches the second membrane conformable 
to various facial structures with minimum force (col. 3, lines 43-52) and wherein 
maximum deformation of the second membrane being defined by the first membrane 
and wherein the maximum deformation position is not reached under normal tightening 
force of the mask to the wearer's face. It is inherent that the location of the first 
membrane will define how far the second membrane can deform. 

Allowable Subject Matter 

* 

36. Claims 32, 33, 36-39 and 96-99 are allowed. 

Response to Arguments 

37. Applicant's arguments filed 6/2/05 have been fully considered but they are not 
persuasive. 
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With regards to claim 23, White teaches the membrane having a radius of 
curvature oriented towards the nose receiving cavity, as seen in Fig. 1a. 

With regards to claim 34, White teaches a seal forming portion that is capable of 
deforming over a user's nose and upper lip. A recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention 
and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use, then it meets the 
claim. In a claim drawn to a process of making, the intended use must result in a 
manipulative difference as compared to the prior art. See In re Casey, 370 F.2d 576, 
152 USPQ 235 (CCPA 1967) and In re Otto, 312 F.2d 937, 939, 136 USPQ 458, 459 
(CCPA1963). 

With regards to claims 40, 68, 74, see Fig. 1a. 

With regards to claims 62 and 90, see Fig. 4. 

With regards to the combination of Sanders and White, it has been held that a 
prior art reference must either be in the field of applicant's endeavor or, if not, then be 
reasonably pertinent to the particular problem with which the applicant was concerned, 
in order to be relied upon as a basis for rejection of the claimed invention. See In re 
Oetiker, 977 F.2d 1443, 24 USPQ2d 1443 (Fed. Cir. 1992). In this case, both 
references are in the same field of endeavor. Sanders teaches a system utilizing a 
mask. White teaches the mask. Furthermore, Sullivan is also in the same field of 
endeavor, which is providing respiratory gas to a user using a mask. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571) 272- 
4695. The examiner can normally be reached on M-F (7:30-4:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 




de 



GLENN K. DAWSON 



